THL'S OPI NI ON WAS NOT__ WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered today
(1) was not witten for publication in a |law journal and
(2) is not binding precedent of the Board.
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Patent Interference No. 102, 700

FI NAL HEARI NG May 14, 1998

Bef ore CAROFF, METZ, and ELLIS, Adnministrative Patent Judges.*

CAROFF, Adninistrative Patent Judge.

FI NAL DECI SI ON

This interference involves an application of each junior
party, Keutmann et al. (Keutmann) and Glligan et al.
(Glligan), and an application of the senior party, OChsuye
(Chsuye).

According to the record before us, the invol ved Keutmann,

G lligan and Chsuye applications are respectively assigned to

Suntory Limted, Osaka, Japan, a corporation of Japan.

“The t hree-nenber panel which heard oral argunent at fi nal
heari ng consi sted of Adm nistrative Patent Judges (APJ'Ss)
Carof f, Sofocleous and Metz. APJ Sof ocl eous has since retired
from governnment service. Accordingly, the substitution of APJ
Ellis has been nade for purposes of rendering a final
deci sion. Legal support for the substitution of one panel
menber for another, w thout reargunent, can be found in ln re
Bose Corp., 772 F.2d 866, 869-70, 227 USPO 1, 4 (Fed. Cir
1985) .
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Johns Hopki ns University, Unigene Laboratories, Inc. and
Suntory Limted.

The subject matter involved in this interference relates
to purified "PAM protein which, according to Glligan's
principal brief (page 4), is a peptidyl-glycine % am dating
nmonooxygenase. This enzyne is nore particularly defined by
the sole count in this interference as foll ows:

Count 1
A purified PAM protein selected fromthe group consisting of
prepr oPAM prePAM and PAM conpri sing a nenbrane spanni ng

domai n.
The clains of the parties which correspond to this count

are:®

Keut mann: Clainms 16-20, 31 and 33

G lligan: Clains 71-92

Chsuye Clainms 32-33

A Decision on Mdtions (Paper No. 79) was rendered on
July 14, 1993. In that decision, with respect to notions

1(a), 1(b), 1(c), and 2 brought by Ohsuye, it was found that
t he di sclosure of each party is enabling only with respect to

the specific source upon which it is focused, i.e., bovine

°See Redecl aration (Paper No. 80).
3
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(Keutmann), rat (Glligan), and frog (Chsuye). Additionally,
it was found that there is no interference-in-fact between the
parties with respect to their enabled (i.e., patentable)

clainms corresponding to the count.
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None of the parties to this proceeding contest the
hol ding of no interference-in-fact. Significantly, the party
Glligan al so does not dispute the holding that its generic
product clainms 71-74 (relating to purified PAMprotein) are
unpatentable in that they go beyond the scope of enabl enent
provided in its specification.

| ssues

We are asked to decide the follow ng issues:

. Wether GIlligan's nmethod clains 76-79, 81-84 and 86-
92 are unpatentable under 35 U.S.C. § 112, first paragraph,
for lack of a generically enabling disclosure.®

1. Whether the sane GIlligan nethod clains are al so
unpat ent abl e under 35 U.S.C. §8 102 or 35 U.S.C. §8 103 as being
antici pated by, or obvious from WD 86/02099 (the published

PCT equivalent of Glligan's parent application 06/ 655, 366)."

This issue relates to notion 1(a) which was granted as to
Glligan's clainms 71-74, 76-79, 81-84 and 86-92, but denied as
to Glligan's clains 75, 80 and 85.

This issue relates to notion 1(b). The basic underlying
issue is the sane as that raised in notion 1(a) in that
WO 86/ 02099 is considered to be a reference against all of
Glligan's generic clains 71-74, 76-79, 81-84 and 86-92 if
Glligan's involved and parent applications are found to be
nonenabling with respect to those clains. G 1Iigan does not
di sagree that WD 86/ 02099 woul d be an effective prior art

5
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[11. Wether Keutmann's clainms 16-20 are unpatentable
under 35 U.S.C. 8§ 112, first paragraph, for lack of a
generically enabling disclosure.?

| V. Disposition of Chsuye's notion under 37 CFR §
1.656(h) to suppress evidence (Paper No. 136).°

Each of the parties has presented a record, submtted
exhibits, filed briefs and appeared, through counsel, at final

heari ng. *°

reference under these conditions. Accordingly, we shall view
issues | and Il as one for purposes of our decision. W note
that GIlligan's parent application was filed on Septenber 27,
1984 and WO 86/ 02099 was published on April 10, 1986; whereas
Glligan's involved application was not filed until August 14,
1987.

8This issue relates to notion 1(c) which was granted. W
note that Keutmann has two other involved clains directed to a
bovi ne PAM protein (clainms 31 and 33) which were added to the
interference by way of redeclaration upon notion by Keutmann -
see page 6 of the Decision on Mdtions with regard to unopposed
Mot i on 10.

°Glligan has filed an opposition (Paper No. 141) to the
subj ect notion, and Ohsuye has filed a reply (Paper No. 139).

For each party, its record, exhibits, brief and reply
brief will be respectively referred to in our decision, as
appropriate, by the abbreviations "R', "X', "B" and "RB",
preceded by a letter (K, Gor O representing the nane of the
party and foll owed by a pertinent page or exhibit nunber.

6
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Wth respect to the enabl enent issue, Glligan's
i ndependent nethod clainms 76 (nmethod of purifying a PAM
enzyne) and 81 (nethod of al pha-am dating a peptidyl substrate
in the presence of a PAM enzyne) are representative of the
generic nmethod clainms in dispute and, therefore, are
reproduced bel ow for convenient reference:

76. A nethod for purifying an al pha-am dati ng enzyne
capabl e of catalyzing the conversion of a peptidyl substrate
to a peptidyl am de, said peptidyl am de having an am no group
in place of the C-terminal amno acid of said substrate, said
nmet hod conprising the steps of subjecting a conposition
cont ai ning said al pha-am dating enzyne to size exclusion
chromat ography and to strong ani on exchange chromat ography.

81. A nmethod for produci ng an al pha-ani dat ed product
conprising reacting a peptidyl substrate in the presence of an
enzymatically effective anount of an enzymatic conposition
conprising an al pha-am dating enzyne, said enzynmatic
conposition being sufficiently pure in al pha-am dati ng enzynes
to exhibit a specific activity of at |east about 25 nlJ per ny
of protein present in said enzymatic conposition and said
enzymati c conposition being sufficiently free of proteolytic
inmpurities to be suitable for use with substrates purified
fromnatural sources or produced by reconbi nant DNA
t echni ques.

Initially, we note that Chsuye's argunents alluding to an
i ssue of "separate patentability" (e.g., 0B 25-28, ORB 1-7

27-29) are out of place since the issue at hand is, rather,
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one of enabl enment. Moreover, Chsuye's extensive argunents
regardi ng | ack of generic enabl enment for PAM enzyne per se
appear to be superfluous inasnmuch as |ack of enabl enent for

t he genus of PAM enzynes, without regard to source or species,
is not disputed by GIlligan. However, after a thorough review
of the entire record in light of the opposing positions taken
by the parties in their briefs, we do agree with Chsuye that
Glligan's invol ved and parent application do not provide
sufficient enabling support, within the context of the first
paragraph of 35 U.S.C. § 112, for the nethod clains at issue.
For reasons which foll ow, we conclude that Chsuye's position
with regard to the enabl enment issue nore logically conforns
with the facts and pertinent case | aw on the subject than does
the position taken by G 11igan.

The fact that the party G lligan does not dispute that
its generic product clains 71-74, directed to purified PAM
enzynme without regard to source or species, go beyond the
scope of enablenent provided in its disclosure is of
particular significance. Gven this fact, we entirely agree
with Chsuye that logic dictates that Glligan's disclosure is

al so nonenabling for the clainmed purification and am dation
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nmet hods at issue which directly rely upon, and therefore are
cl osely associated with, possession of PAMenzyne in a generic
sense (ORB 8-9). In other words, the scope of enabl enent of
those nethods is intimately linked to the scope of enabl enent
of the PAM enzyne itself by virtue of the fact that the enzyne
is generically recited in the clains as an essential el enent
or feature of each nmethod. Thus, isolation and possessi on of
purified PAM enzyne in a generic sense i s a necessary
attribute for enabl enment of the clainmed nethods. An admtted
| ack of predictability! in identifying a suitable source for
obtaining a PAM enzynme of sufficient purity was specifically
cited in the Decision on Mdtions (page 5) as the principal
basis for finding | ack of enablenment with regard to clains
generically directed to PAM W see no reason why this
finding does not also apply to Glligan's generic nethod
clainms which relate to purifying and using that enzynme; nor
has G 1ligan persuaded us of its inapplicability.

The foregoi ng anal ysis should not be taken as an attenpt

"n this regard, we note that notion 1(a), pages 6-7,
refers to an anendnent filed on June 6, 1986 in Glligan's
parent application which suggests a need to screen | arge
nunbers of potential sources of PAMenzyne to identify a
source containing sufficient | evels of enzyne to be useful.

9
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on our part to fornmulate a "per se" rule with regard to the
enabl ement of product and nethod clains. Rather, our finding
is based on the facts of this particular case including, inter
alia, an admtted lack of predictability in identifying a
sui t abl e source of PAM enzyne, the scope of the clains, the
scope of enablenent provided in Glligan's disclosure
(specification working exanples limted to rat sources), and a
limted showng by Glligan regarding the use of one other
(bovi ne) source of PAM (GR 16-20).

Also, we refer to ORB 24-25 for a concise sumary of
addi ti onal reasons why we believe the preponderance of the
evi dence before us weighs in favor of Ohsuye's position.

Mor eover, the case law cited by the parties is nore
conpati ble with Onhsuye's position than that of GIlligan. For

i nstance, Ohsuye refers to In re Wight, 999 F.2d 1557, 27

USPQ2d 1510 (Fed. Cir. 1993); whereas Glligan cites In re
Herschler, 591 F.2d 693, 200 USPO 711 (CCPA 1979). The

di stinctions between Wight and Herschler are instructive.
First of all, the issue in Herschler related to the witten
description requirenent of 35 U.S.C. §8 112 rather than the

enabl ement requirenent. Furthernore, as aptly pointed out by

10
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OChsuye (ORB-26), Herschler involved a well known, well

defined, class of conpounds (steroids), unlike the generic

cl ass of PAM enzynes recited in the nethod clains here at

i ssue. The disclosure of Herschler also exenplified a

di versity of drugs, much broader than the diversity of steroid

conpounds, shown to be potentiated by DVSO

11
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as required by the nethod clained in Herschler. No conparable
diversity of PAMenzynes is exenplified in Glligan's

di scl osure. Mor eover, the issues and facts in Wight
are nore in tune wth those before us. As here, Wight

i nvol ved an issue of whether the scope of product and net hod
clainms bears a reasonable correlation to the scope of

enabl ement provided by the specification. In deciding that
issue, the court in Wight did not distinguish between the
product and nethod clains in affirmng a 35 U S.C. § 112
rejection against all the clains for |ack of enabl enent.

G ven the breadth of the clains and an el ement of
unpredictability in the art, the court found, as we do here,
that for one skilled in the art to practice the full scope of
the clained invention according to the teachings of the
specification would invol ve undue experinentation.

Finally, we note that Glligan (GRB-18) also relies on a

statenent in Fiers v. Sugano, 984, F.2d 1164, 1169, 25 USPQd

1601, 1605 (Fed. Cir. 1993) to the effect that conception of a
process for maki ng a substance, w thout a structural
definition of that substance, "can at npbst constitute a

conception of the substance clained as a process.” In our

12
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opinion, that statenment in Fiers is not dispositive with
regard to the issue before us. First of all, the statenent is
nmere dicta not applicable here since the count at issue in
Fiers was directed to a product not a process. Further, the
qual i fying expression "at nost" nmakes it clear that the court
was not making a categorical statenment that all such processes
woul d necessarily pass mnmuster after undergoi ng an enabl enent
anal ysis based on the facts of a particul ar case.

For the foregoing reasons, we find that Glligan's nethod
clains 76-79, 81-84 and 86-92 are unpatentable under 35 U S. C

§ 112, first paragraph, for lack of enabl enent.
[T,

Keut mann argues that consistent treatnent requires that
all of Keutmann's clains be found patentable under the first
paragraph of 35 U.S.C. 8 112 if and only if all of Glligan's
claims are found to be patentable under 35 U S.C. 8§ 112 (KB-
4). This is the only basis for relief argued by Keut mann.
Accordingly, since we have found all of Glligan's generic
clainms to be unpatentable, we also find all of Keutmann's
generic clains to be unpatentable on the sane basis.

| V.

13
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Ohsuye's notion to suppress is dism ssed as noot since we
have found that G lligan does not prevail on the substantive
i ssues before us even when considering all of the evidence
adduced by Glligan in its entirety. Therefore, we find it
unnecessary to consider the specific objections raised by
Chsuye in its notion

Judgnent

For all of the foregoing reasons, and in view of the
uncontested finding of no interference-in-fact, judgnent is
hereby entered as foll ows:

The party Keutmann is entitled to a patent containing its
i nvol ved clains 31 and 33, but is not entitled to a patent
containing its involved clainms 16-20. %

The party Glligan is entitled to a patent containing its
clainms 75, 80 and 85, but is not entitled to a patent

containing its involved clains 71-74, 76-79, 81-84, and 86-92.

2\ note that the party Keutmann's involved application
al so contains pending clainms 1-15 and 21-28 whi ch have been
i ndicated as being allowable in the examner's initial
menor andum (Form PTO-850). Since those clainms have been
desi gnated as not corresponding to the count, they are not
involved in this interference proceeding.

14
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The party Chsuye is entitled to a patent containing al

its involved clains 32-33.
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